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DETAILED ACTION 
WITHDRA WN REJECTIONS 

1 . All rejections of the claims under 35 U.S.C. 1 12, 102 and 103 made of record in the 
previous Office Action mailed December 2, 2008 have been withdrawn due to Applicant's 
arguments in the Amendment filed March 2, 2009. 

NE W OBJECTIONS 
Specification 

2. The amendment filed September 11, 2008 is objected to under 35 U.S.C. 132(a) because 
it introduces new matter into the disclosure. 35 U.S.C. 1 32(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: the recitation "the region is attached to a 
proximal waist of the balloon" of claim 149. See discussion below in 35 U.S.C. 1 12, first 
paragraph, rejection of claim 149. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

3. Claim 149 is objected to because of the following informalities: the term "waist" may 
cause some confusion/difficulty in interpreting the claim language because the "proximal waist 
of the balloon" of claim 149 appears to be the same as the "proximal end of the balloon" of claim 
74. See paragraph 0089 of the published application and Fig. 3A. However, the fact that different 
terms are being used suggests that Applicant intends to distinguish between the two. Examiner 
suggests using the same terminology in claims 74 and 149 regarding the proximal end of the 
balloon for consistency in claim language, if Applicant intends to refer to the same thing in 
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claims claims 74 and 149 with "proximal waist of the balloon" of claim 149 and "proximal end 
of the balloon" of claim 74. Clarification and/or correction is required. 
Appropriate correction is required. 

NEW REJECTIONS 
Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claim 149 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
The recitation "the region is attached to a proximal waist of the balloon" of claim 149 does not 
appear to be supported in the specification as originally filed. 

The phrase "is attached to" indicates that the "region" is a separate component of the 
catheter: something that can be "attached to" the proximal waist of the balloon. The word 
"region" normally would indicate that the "region" of X constitutes a portion of X. However, the 
specification as originally filed does not appear to provide support for the region of the shaft 
being a separate component of the catheter. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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7. Claims 131, 133 and 149 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 131 recites the limitation "of claim 80" in line 1. There is insufficient antecedent 
basis for this limitation in the claim. Claim 80 is cancelled. 

Claim 133 recites the limitation "of claim 89" in line 1. There is insufficient antecedent 
basis for this limitation in the claim. Claim 89 is cancelled. 

In regard to claim 149, the structure Applicant intends to recite by "the region is attached 
to a proximal waist of the balloon" cannot be ascertained. The phrase "is attached to" indicates 
that the "region" is a separate component of the catheter: something that can be "attached to" the 
proximal waist of the balloon. However, it is unclear whether or not Applicant intends to recite 
that the "region" is actually a separate component of the catheter. The word "region" normally 
would indicate that the "region" of X constitutes a portion of X. Clarification and/or correction is 
required. 

Claim Rejections - 35 USC §103 

8. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

9. Claims 74, 77-79, 84, 87, 88, 130, 132, 140, 142, 144-150 and 152 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Callol et al. (USPN 6,709,440). 

In regard to independent claim 74, and claims 140 and 150, Callol et al. teach a balloon 
catheter that corresponds to the balloon catheter as claimed (see, for example, col. 5, lines 27- 
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56). Callol et al. teach that the shaft includes a region that comprises a polyamide having a 
tensile strength of at least 15,000 psi (col. 29, lines 12-30). 

Callol et al. fail to explicitly teach that the tensile strength of the polyamide is at least 
about 21,000 psi, and the recited thickness of the wall of the shaft. 

However, since Callol et al. teach that the polyamide of the shaft has a tensile strength of 
at least 15,000 psi (col. 29, lines 12-30), and that the outer tubular member (which is a 
component of the shaft, see for example, col. 24, lines 13-31) is formed of a relatively high 
strength material (col. 29, lines 1-6). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have varied the tensile strength of the 
polyamide used for the material of the shaft in order to achieve the desired degree of strength of 
the shaft wall depending on the particular desired end result depending on the desired end use, 
since it has been held that discovering an optimum value of a result effective variable involves 
only routine skill in the art in the absence of unexpected results. In re Boesch, 617 F.2d 272, 205 
USPQ 215 (CCPA 1980). MPEP 2144.05 II.B. 

Furthermore, since Callol et al. teach that the outer tubular member (which is a 
component of the shaft, see for example, col. 24, lines 13-31) is formed of a relatively high 
strength material (col. 29, lines 1-6), it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to have varied the thickness of the wall of the shaft of 
Callol et al. in order to achieve the desired degree of strength of the shaft wall depending on the 
particular desired end result depending on the desired end use, since it has been held that 
discovering an optimum value of a result effective variable involves only routine skill in the art 
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in the absence of unexpected results. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 
MPEP 2144.05 II.B. 

In regard to claim 77, Callol et al. teach the catheter as discusse above. Callol et al. teach 
that the tubular members may comprise one or more layers (col. 23, line 66-col. 24, line 13). 
While Callol et al. do not specifically teach that the different layers have different flexibilities, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have used different materials for the different layers in order to achieve the optimal combination 
of properties obtainable from the different materials of the different layers. Different materials 
have different flexibilities, so the layers that would result from the catheter having a multilayered 
shaft having different materials would have different flexibilities. 

In regard to claim 78, Callol et al. teach the catheter as discusse above. 

Callol et al. fail to explicitly teach that the tensile strength of the polyamide is at least 
about 22,500. 

However, since Callol et al. teach that the polyamide of the shaft has a tensile strength of 
at least 15,000 psi (col. 29, lines 12-30), and that the outer tubular member (which is a 
component of the shaft, see for example, col. 24, lines 13-31) is formed of a relatively high 
strength material (col. 29, lines 1-6). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have varied the tensile strength of the 
polyamide used for the material of the shaft in order to achieve the desired degree of strength of 
the shaft wall depending on the particular desired end result depending on the desired end use, 
since it has been held that discovering an optimum value of a result effective variable involves 
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only routine skill in the art in the absence of unexpected results. In re Boesch, 617 F.2d 272, 205 
USPQ 215 (CCPA 1980). MPEP 2144.05 II.B. 

In regard to claim 130, Callol et al. teach that a polyamide copolymer is a suitable 
polyamide for the material of the shaft (col. 29, lines 16-24). While Callol et al. fail to explicitly 
teach that the tensile strength of the polyamide copolymer is at least about 21,000, Callol et al. 
teach that the polyamide of the shaft has a tensile strength of at least 15,000 psi (col. 29, lines 12- 
30), and that the outer tubular member (which is a component of the shaft, see for example, col. 
24, lines 13-31) is formed of a relatively high strength material (col. 29, lines 1-6). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have varied the tensile strength of the polyamide copolymer used for the material of the shaft in 
order to achieve the desired degree of strength of the shaft wall depending on the particular 
desired end result depending on the desired end use, since it has been held that discovering an 
optimum value of a result effective variable involves only routine skill in the art in the absence 
of unexpected results. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). MPEP 
2144.05 II.B. 

In regard to claims 144-149, the structural limitations that are positively recited in claims 
144-149 fall within the scope of the teachings of Callol et al. Limitations such as "the distal inner 
lumen is a guide wire lumen" (claim 145) are intended use phrases that have not been given 
patentable weight, since it has been held that a recitation with respect to the manner in which a 
claimed article is intended to be employed does not differentiate the claimed article from a prior 
art article satisfying the claimed structural limitations. Ex parte Masham, 2 USPQd 1647 (1987). 
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In regard to independent claim 84, and claims 142 and 152, Callol et al. teach a balloon 
catheter that corresponds to the balloon catheter as claimed (see, for example, col. 5, lines 27- 
56). Callol et al. teach that the shaft includes a region that comprises a polyamide having a 
tensile strength of at least 15,000 psi (col. 29, lines 12-30). 

Callol et al. fail to explicitly teach that the hoop stress of the polyamide is at least about 
3300 psi, and the recited thickness of the wall of the shaft. 

However, Callol et al. teach that the polyamide of the shaft has a tensile strength of at 
least 15,000 psi (col. 29, lines 12-30), and that the outer tubular member (which is a component 
of the shaft, see for example, col. 24, lines 13-31) is formed of a relatively high strength material 
(col. 29, lines 1-6). Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have selected a polyamide having a certain hoop stress in order 
to achieve the desired degree of strength of the shaft wall depending on the particular desired end 
result depending on the desired end use, since it has been held that discovering an optimum value 
of a result effective variable involves only routine skill in the art in the absence of unexpected 
results. In reBoesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). MPEP 2144.05 II.B. 

Furthermore, since Callol et al. teach that the outer tubular member (which is a 
component of the shaft, see for example, col. 24, lines 13-31) is formed of a relatively high 
strength material (col. 29, lines 1-6), it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to have varied the thickness of the wall of the shaft of 
Callol et al. in order to achieve the desired degree of strength of the shaft wall depending on the 
particular desired end result depending on the desired end use, since it has been held that 
discovering an optimum value of a result effective variable involves only routine skill in the art 
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in the absence of unexpected results. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 
MPEP 2144.05 II.B. 

In regard to claim 87, Callol et al. teach the catheter as discusse above. Callol et al. teach 
that the tubular members may comprise one or more layers (col. 23, line 66-col. 24, line 13). 
While Callol et al. do not specifically teach that the different layers have different flexibilities, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have used different materials for the different layers in order to achieve the optimal combination 
of properties obtainable from the different materials of the different layers. Different materials 
have different flexibilities, so the layers that would result from the catheter having a multilayered 
shaft having different materials would have different flexibilities. 

In regard to claim 78, Callol et al. teach the catheter as discusse above. 

Callol et al. fail to explicitly teach that the hoop stress of the polyamide is at least about 

3500. 

However, Callol et al. teach that the polyamide of the shaft has a tensile strength of at 
least 15,000 psi (col. 29, lines 12-30), and that the outer tubular member (which is a component 
of the shaft, see for example, col. 24, lines 13-31) is formed of a relatively high strength material 
(col. 29, lines 1-6). Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have selected a polyamide having a certain hoop stress in order 
to achieve the desired degree of strength of the shaft wall depending on the particular desired end 
result depending on the desired end use, since it has been held that discovering an optimum value 
of a result effective variable involves only routine skill in the art in the absence of unexpected 
results. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). MPEP 2144.05 II.B. 
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In regard to claim 132, Callol et al. teach that a polyamide copolymer is a suitable 
polyamide for the material of the shaft (col. 29, lines 16-24). While Callol et al. fail to explicitly 
teach that the hoop stress of the polyamide copolymer is at least about 3300, Callol et al. teach 
that the polyamide of the shaft has a tensile strength of at least 15,000 psi (col. 29, lines 12-30), 
and that the outer tubular member (which is a component of the shaft, see for example, col. 24, 
lines 13-31) is formed of a relatively high strength material (col. 29, lines 1-6). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have selected a polyamide copolymer having a certain hoop stress in order to achieve the desired 
degree of strength of the shaft wall depending on the particular desired end result depending on 
the desired end use, since it has been held that discovering an optimum value of a result effective 
variable involves only routine skill in the art in the absence of unexpected results. In re Boesch, 
617 F.2d 272, 205 USPQ 215 (CCPA 1980). MPEP 2144.05 II.B. 



Response to Arguments 

10. Applicant's arguments regarding the 35 U.S.C. 1 12, 102 and 103 rejections of claims are 
moot due to the withdrawal of these rejections due to Applicant's arguments in the Amendment 
filed March 2, 2009. 

Conclusion 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter B. Aughenbaugh whose telephone number is (571) 272- 
1488. While the examiner sets his work schedule under the Increased Flexitime Policy, he can 
normally be reached on Monday-Friday from 8:45am to 5:15pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Rena Dye, can be reached on (571) 272-3186. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Walter B Aughenbaugh / 

Examiner, Art Unit 1794 

5/26/09 



